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DETAILED ACTION 

Receipt and entry of the amendment dated 2/6/2008 is acknowledged. After entry of the 
amendment, claims 1, 3-10 and 12-51 are pending. Claims 38-51 remain withdrawn as directed 
to a non-elected invention. Claims 1,3-10 and 12-37 are under examination. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 

Claim Rejections - 35 USC § 112 

Claims 1, 3-10 and 12-37 arc rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. This rejection is maintained for reasons made of record in the Office 
Action dated 8/27/2007, and for reasons set forth below. 

Amended claim 1 (from which all other claims depend) previously recited in step d): 
"wherein step (d) is performed prior to, after, or concurrently with step (c)." Step d) is a step of 
contacting the biological sample with a chaotropic solution, and step c) is contacting the sample 
with a ribonuclease (e.g. RNAse). Claim 1 step (d) has been amended to remove the limitation 
that it be performed prior to, after, or concurrently with the addition of RNAse in step c), 
however, there are no limitations within the claim regarding order of the claimed method steps. 
Thus, the claims still encompass performing step (d) prior to, after, or concurrently with step c). 
As detailed previously ,the original claims (claim 2) and specification (page 10, lines 13-17; page 
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11, line 18 to page 12, line 14; and the Examples) only disclose contacting the biological sample 
with an RNAse before contacting the sample with the chaotropic solution. Therefore, there 
appears to be no support for the limitations wherein step (d) of claim 1 is performed prior to, or 
concurrently with step (c), which are still encompassed by the claimed method. Thus, the 
amended claims include impermissible New Matter. 
Response to Arguments 

Applicant's arguments filed 2/6/2008 have been fully considered but they are not 
persuasive. Applicants essentially assert that claim 1 has been amended to remove the New 
Matter, however, as detailed above, the claims still encompass performing steps c) and d) in an 
order not disclosed in the specification. 

Claims 29 and 3 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new rejection necessitated by amendment of the claims. This is a New 
Matter rejection. 

Amended claims 29 and 3 1 recite using detergents including "nonionic surfactants having 
the general formula Ci4H220(C 2 H 4 0) n " (claim 29), or "a nonionic surfactant having the formula 
Ci 4 H220(C2H 4 0)7_8" (claim 31). Thus, the claims have been broadened to encompass using any 
nonionic surfactant that might comprise the recited chemical formula (e.g. a carbon chain 
attached to polyethylene glycol is within the scope of the claimed formulas, and could be 
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considered a nonionic surfactant due to the hydrophilic nature of polyethylene glycol and the 
hydrophobic nature of the carbon chain). The response does not indicate where support for the 
amendments may be found, instead asserting that the term "Tritons" has a well-known meaning 
in the art as evidenced by several references (which have not been made of record, and thus not 
considered). A review of the specification as originally filed does not reveal disclosure of using 
any given nonionic surfactant with the general formulas given above. A review of the structures 
of two Triton compounds, X-l 14 and X-100, reveals a common core structure (a phenyl group 
bound to a polyethylene glycol chain, or PEG), see the Sigma catalog entries for Triton X-l 14 
and Triton X-100. The Tritons differ in another group bound to the carbon opposite the PEG: an 
octyl group in the case of X-100, and a tetramethylbutyl group in the case of X-l 14. Thus, the 
Triton molecules are much narrower in structure than the recited chemical formulas, which do 
not require a phenyl or PEG group, or in the case of X-l 14, the tetramethly butyl group. Thus, 
the scope of the claimed surfactants has been broadened to include nonionic surfactants not 
originally disclosed in the specification, and the amended claims include impermissible New 
Matter. 

Claim Rejections - 35 USC §103 
Claims 1, 3-10, 12-30, and 32-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Little (U.S. 5,075,430, 1991, of record) as evidenced by Sigma-Aldrich 
catalog entry for Trizma hydrochloride (2007), in view of Padhye et al (5,658,548, 1997, of 
record), Roller (U.S. 5,128,247, 1992) and Chomczynski (U.S. 5,945,515, 1999, effective filing 
date 7/31/1995). This rejection is maintained for reasons made of record in the Office 
Actions dated 1/11/2005, 8/27/2007, and for reasons set forth below. 
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Regarding the new limitation in step (f) of amended claim 1 that the method is 
substantially free of DNA binding resin or matrix, the lysis and precipitation conditions taught 
by Chomczynski and Koller et al do not use a DNA binding resin or matrix as set forth in the 
previous Office Actions. Suggestion and motivation to use such conditions in place of a DNA 
binding resin was also provided in the previous Office Actions, i.e. reduction in cost or time of 
the method because preparation or purchase of a DNA binding resin is no longer required. 
Regarding the amendment to step (e) of claim 1 , both Chomczynski and Koller et al teach 
precipitation of nucleic acids using an organic solvent for reason made of record in the previous 
Office Actions. 

Response to Arguments 

Applicant's arguments filed 2/6/2008 have been fully considered but they are not 
persuasive. Applicants essentially assert that: 1) Little et al does not teach using an RNAse, 
precipitation of nucleic acids, or isolation of DNA without the use of a DNA binding material; 2) 
Padhye et al do not teach isolation of DNA without the use of a DNA binding material or 
precipitation of nucleic acids; 3) Koller et al do not teach purified extrachromosomal nucleic 
acids or removal of chromosomal nucleic acids; 4) Chomczynski et al do not teach purified 
extrachromosomal nucleic acids or removal of chromosomal nucleic acids; 5) Little and Padhye 
et al teach away from using a liquid based system; 6) it is unclear in the combination of the 
above references what process steps from Little or Padhye et al are to be replaced with Koller 
and Chomczynski et al, and vice versa; 7) the Examiner has not explained how the solutions of 
Chomczynski or Koller et al are not used as they are taught to be used, thus there would be no 
expectation of success upon combination with Little or Padhye et al; 8) Little and Padhye et al 
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are over 10+ years old, and no intervening art has taught Applicant's method; 9) Koller (1992) 
and Chomczynski et al (1999) fail to isolate extrachromosomal DNA, and no intervening 
reference between Koller and Chomczynski et al teaches the claimed invention. 

Regarding l)-5), 8) and 9), in response to applicant's arguments against the references 
individually, one cannot show nonobviousness by attacking references individually where the 
rejections are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Further regarding 5), Little and Padhye et al are silent regarding using a liquid based 
system, thus it is unclear how these references could teach away from such a system. Applicants 
do not cite or explain any passages from these references that specifically teach away from using 
a liquid based system. 

Regarding 6), it was made clear in the previous Office Action that the lysing or nucleic 
acid releasing compositions and precipitation steps of Koller or Chomczynski et al could replace 
the chaotropic solutions and DNA resins of Little or Padhye et al (taught by Little and Padhye et 
al to be used after removal of extrachromosomal DNA and proteins). Given the teachings of 
Little and Padhye et al regarding the need to remove chromosomal nucleic acids prior to addition 
of a chaotropic solution or any DNA purification step in order to purify extrachromosomal DNA, 
it would have thus been obvious to the skilled artisan to use the teachings of Koller and 
Chomczynski et al as set forth by the Examiner, i.e. after the steps of Little and Padhye et al 
regarding cell lysis and removal of chromosomal nucleic acids. Chaotropic solutions are not 
used solely for the purpose of cell lysis, as suggested by applicants, rather, they are used to 
separate DNA from other substances and render it suitably free of contaminants and useful in 
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molecular biology procedures (see column 2, line 59 to column 3, line 3 and column 5, lines 46- 
64 ofPadhye et al). 

Regarding 7), the teachings of Little, Padhye, Chomczynski and Koller et al are all 
directed to a narrow field of nucleic acid purification and use very similar reagents and method 
steps. Applicants do not explain what is unpredictable about substituting one method of DNA 
purification for another, particularly when all the references teach the predictable use of similar 
reagents and method steps to arrive at a similar goal, purification of DNA. What further 
"knowhow" is required to follow the relatively simple recipes and steps set forth in the prior art? 
All of the above references are clearly enabled, as the desired products in each case were purified 
using readily available reagents. In light of the extensive teachings in the above references, mere 
substitution of one chaotropic solution lacking DNA binding resin for another that comprises 
such a binding resin presents no obvious technical difficulties, nor does the addition of an 
organic solvent in order to precipitate DNA. 

Further regarding 8) and 9), in response to applicant's argument based upon the age of the 
references, contentions that the reference patents are old are not impressive absent a showing that 
the art tried and failed to solve the same problem notwithstanding its presumed knowledge of the 
references. See In re Wright, 569 F.2d 1 124, 193 USPQ 332 (CCPA 1977). 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Little, Padhye, 
Koller and Chomczynski et al as applied to claims 1, 3-10, 12-30, and 32-37 above, and further 
in view of Colpan et al (U.S. 5,747,663, of record) as evidenced by the Sigma-Aldrich catalog 
entry for Triton X-l 14 (2008). This rejection is maintained for reasons (in part) made of 
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record in the Office Actions dated 8/27/2007, and for reasons set forth below. Amendment 
of the claim necessitated an additional reference 

Regarding the amendment of claim 3 1 to recite a group of nonionic detergents having a 
specific formula, it is noted that Triton X-l 14 as taught by the Sigma catalog inherently falls 
within the recited formula. 

Response to Arguments 

Applicant's arguments filed 2/6/2008 have been fully considered but they are not 
persuasive. Applicants present no arguments regarding this rejection, hence, the rejection is 
maintained for reasons set forth above. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Burkhart whose telephone number is (571)272-2915. 
The examiner can normally be reached on M-F 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michael Burkhart/ 

Primary Examiner, Art Unit 1633 
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